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governed generally by the adjudication
procedures set forth in the Administra-
tive Procedure Act (5 U.S.C. 551–559)
and specifically by sections 303, 304,
and 1008 of the Act (21 U.S.C. 823–824
and 958), by §§ 1301.42–1301.46 of this
part, and by the procedures for admin-
istrative hearings under the Act set
forth in §§ 1316.41–1316.67 of this chap-
ter.

(b) Any hearing under this part shall
be independent of, and not in lieu of,
criminal prosecutions or other proceed-
ings under the Act or any other law of
the United States.

[62 FR 13956, Mar. 24, 1997]

§ 1301.42 Purpose of hearing.
If requested by a person entitled to a

hearing, the Administrator shall hold a
hearing for the purpose of receiving
factual evidence regarding the issues
involved in the denial, revocation, or
suspension of any registration, and the
granting of any application for reg-
istration to import or to manufacture
in bulk a basic class of controlled sub-
stance listed in Schedule I or II. Exten-
sive argument should not be offered
into evidence but rather presented in
opening or closing statements of coun-
sel or in memoranda or proposed find-
ings of fact and conclusions of law.

[62 FR 13956, Mar. 24, 1997]

§ 1301.43 Request for hearing or ap-
pearance; waiver.

(a) Any person entitled to a hearing
pursuant to § 1301.32 or §§ 1301.34–1301.36
and desiring a hearing shall, within 30
days after the date of receipt of the
order to show cause (or the date of pub-
lication of notice of the application for
registration in the FEDERAL REGISTER
in the case of § 1301.34), file with the
Administrator a written request for a
hearing in the form prescribed in
§ 1316.47 of this chapter.

(b) Any person entitled to participate
in a hearing pursuant to § 1301.34 or
§ 1301.35(b) and desiring to do so shall,
within 30 days of the date of publica-
tion of notice of the request for a hear-
ing in the FEDERAL REGISTER, file with
the Administrator a written notice of
intent to participate in such hearing in
the form prescribed in § 1316.48 of this
chapter. Any person filing a request for

a hearing need not also file a notice of
appearance.

(c) Any person entitled to a hearing
or to participate in a hearing pursuant
to § 1301.32 or §§ 1301.34–1301.36 may,
within the period permitted for filing a
request for a hearing or a notice of ap-
pearance, file with the Administrator a
waiver of an opportunity for a hearing
or to participate in a hearing, together
with a written statement regarding
such person’s position on the matters
of fact and law involved in such hear-
ing. Such statement, if admissible,
shall be made a part of the record and
shall be considered in light of the lack
of opportunity for cross-examination in
determining the weight to be attached
to matters of fact asserted therein.

(d) If any person entitled to a hearing
or to participate in a hearing pursuant
to § 1301.32 or §§ 1301.34–1301.36 fails to
file a request for a hearing or a notice
of appearance, or if such person so files
and fails to appear at the hearing, such
person shall be deemed to have waived
the opportunity for a hearing or to par-
ticipate in the hearing, unless such
person shows good cause for such fail-
ure.

(e) If all persons entitled to a hearing
or to participate in a hearing waive or
are deemed to waive their opportunity
for the hearing or to participate in the
hearing, the Administrator may cancel
the hearing, if scheduled, and issue his/
her final order pursuant to § 1301.46
without a hearing.

[62 FR 13956, Mar. 24, 1997]

§ 1301.44 Burden of proof.

(a) At any hearing on an application
to manufacture any controlled sub-
stance listed in Schedule I or II, the ap-
plicant shall have the burden of prov-
ing that the requirements for such reg-
istration pursuant to section 303(a) of
the Act (21 U.S.C. 823(a)) are satisfied.
Any other person participating in the
hearing pursuant to § 1301.35(b) shall
have the burden of proving any propo-
sitions of fact or law asserted by such
person in the hearing.

(b) At any hearing on the granting or
denial of an applicant to be registered
to conduct a narcotic treatment pro-
gram or as a compounder, the appli-
cant shall have the burden of proving
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